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Trade Name: Mammotome Biopsy System 
Classification Name: Biopsy Instwmnt 

Predicate Device Mammotome Biopsy System cleared under K992813 on 11/18/99 and 
Ii4ammtom Hand Held System c l m d  unda K991980 on 8/17/99. 

Device Description 
The Mammntome Biopsy System is a mechanical breast biopay device used in hcisbnal 
breast biopsy. The Mmmotarrae Biopsy System m y  be used with imaging guidance 
(stenmtactic or ultrasound). 

The MAmmotome: Biopsy System consists of three major components: a dkposable 
trocar tipped needle-like probe, a reusable holster/cable assembly into which the probes 
are loaded, and a remote, musable conml module. The system uses vacuum assistance to 
mer tissue samples and a high-speed rotating mtter, The pxocedure iS refbred to as 
“directional vwuum-assisted biopsy.” 

Indications Cor Use 
Tbe Mammotome Bbpsy System is indicated to provide ti- samples for di~gnostic 
sampling of breast abnormalities. 

The Mauntaotome Biopsy System i s  intended to provide breast tissue €or histologic 
examination with partial or comp1et.e removal of the imaged nbnornrality. 

0 The Manunotome Biopsy System is intended to provide breast tissue €or histologic 
examination with partid removal of palpable abnormality. 

The extent of a histologic abnormality cannot dmys be readily detamined f b m  
palpation or 2maged appearance. Thexefore, the extent of removal ofthe paEpa!ed or 
imaged evidence of an abnomlity does not predict the extent of removal of a histofogic 
abnormality, e.g., malignancy. When the sampled abnormality is not histologically 



benign, it is essential that the tissue margins be examined for completeness of removal 
using standard surgical procedms. 

In instances when a patient presents with a palpable abnormality that has been classified 
as benign through clinicaJ andlor radiological criteria (e.g., fibroadenoma, fibrocystic 
lesion), tbe M m t o m  Biopsy System may also lx used to partidly remove such 
palpable lesions. whenever breast tissue is removed, histological evaluation o f  the tissue 
is the standard of care. When the sampled abnormality is not histologically benign, it is 
essential that the tissue margins be examined for completeness ofremoval using standard 
surgical procedures. 

Comparison of Technological Characterida 
The proposed aad cmentiy marketed devices ax identical. No change3 were d e  to 
design, m a n h w g  or tnamids. Only tlae Indications for Use was changed. 

Performaace Dab 
Clinical bra Born a multicenter study are provided that supports the additmnal 
Indications fix use. 



DEPARTMENT OF "H & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 fjcT - 9 2003 

Ms. Georgia C. Abernathy, MBA, RAC 
Senior Regulatory Affairs Associate 
Ethicon Endo-Surgery, Inc. 
4545 Creek Road 
Cincinnati, Ohio 45242 

Re: KO30472 
Trade/Device Name: Mammotome Biopsy System 
Regulation Number: 2 1 CFR 876.1075 
Regulation Name: Gastroenterology-urology biopsy instrument 
Regulatory Class: I1 
Product Code: KNW 
Dated: September 9,2003 
Received: September 10,2003 

Dear Ms. Abernathy: 

We have reviewed your Section 5 1 O(k) preinarket notification of intent to market the device 
referenced above and have determined tlie device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class I1 (Special Controls) or class I11 (PMA). i t  
may be subject to such additional controls. Existing major regulations affecting your device can 
be found in tlie Code of Federal Regulations, Title 21, Parts 800 to 898. I n  addition. FDA may 
publish further announcements concerning your device in tlie Federal Register. 

Please be advised that FDA's issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements ot' thc Act 
or any Federal statutes and regulations administered b y  other Federal agcncics. J'oii inlist 
comply with all the Act's requirements, including, b u t  not limited to: rcgistixlioii a n d  lislilis ( 2  I 
CFR Part 807); labeling (21 CFR Part 801): good manufac tu r in~  practicc rcqiiirciiiciits :I<  scbt 

forth in the quality systems (QS) regulation (2  1 CFK Part 820): and i l 'appl icahlc .  I ~ C .  clccLi.oi\ic 
product radiation control provisions (Sections 5 3  1-542 ot'tlie Act ) :  3 I c'l:l< 1000- IOIO. 
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This letter will allow you to begin marketing your device as described in your Section 5 1 O(k) 
premarket notification. The FDA finding of substantial equivalence of' your device to a legally 
marketed predicate device results in a classification for your device and thus, permits your device 
to proceed to the market. 

If you desire specific advice for your device on our labeling regulation (2 1 CFR Part 80 1 ), please 
contact the Office of Compliance at (301) 594-4659. Also, please note the regulation entitled, 
"Misbranding by reference to premarket notification" (2 1 CFR Part 807.97). You may obtain 
other general information on your responsibilities under the Act from the Division of Small 
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-204 1 or 
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html 

Sincerely yours, . 

@Celia M. Witten, Ph.D., M.D. 
Director 
Division of General. Restorative 

and Neurological Devices 
Office of Device Evaluation 
Center for Devices and Radiological Health 

Enclosure 



Indications for Use Statement 

510 (k) Number (ifknown): KQ3M72 

Micatiom fbr Use: 

The Mammotm Biopsy System is indicated to provide tissue samples for diagnostic 
sampling of breast abnormalities. 

b The Mammotome Biopsy System is intended to provide breast tissue for histologic 
exanxination witb pad11 or complete removal of the wed abaorhality. 

The Mzmn~otom Biopsy System is intended to provide breast tissue fbr Bistologic 
examination with partial remval of a palpable abnormality. 

b 

The extent of a histologic abnoxrnalii cannot alwnys be r d y  determined from 
palpation or irwged appearance. Therefore, the extent of removal of the palpated or 
imaged evidence of an abnormality does not @ct the extax of removal of a histologic 
abnor?nality, e.&., malignancy. When the sampled abnormality is not histologically 
benign, it is eesential that the tissue margins be exdned for completeness Qf removal 
using standard surgical produres. 

In instames wben a went presents with a palpable abnormality tkat has been cksified 
as h d g n  through c h i d  andfor radiologicd crhrk (e&, fibrQadenoma, fibrocystk 
lesion), the Mammotome Biopsy System may also be used to partially rembve such 
palpable lesions. Whenever breast tissue is removed, histological evaluation of the tissue 
is the standard of c m .  When the sampled abnormality is rmt Wlogically benign, it is 
essential that the tissue margins be examined fbr completemss of removal using staadard 
surgical procedures. 

(PLEASE DO NOT WRlTE BELOW THIS LINE -CONTINUE ON ANOTHER PA(3E IF NEEDED) 

Concurrence of CDRH, Office of Device Evaluation (ORE) 

(OptbWl F o ~  3-10-98) 

(Division Sign-oi?) 
Division of General, Restorative 
and Neurological Devices 

Kd3w 72- 5 1O(k) Number 


